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DETAILED ACTION 

Response to Arguments 

1 . The response filed 3/1 7/1 0 has been entered. 

2. Applicant's arguments filed 3/17/10 have been fully considered but they are not 
deemed to be persuasive. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Claims 1-5 and 1 1 are pending in this office action. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-5 and 11 stand rejected under 35 U.S.C. 103(a) as being unpatentable 
over Danishefsky et al. (US Patent 6,242,469) in view of Bollag Exp. Opn. Invest. Drugs 
(1997) 6 (7):867-873 and Choy Critical reviews in Oncology/Hematology 37 (2001) 237- 
247 for the reasons made of record in Paper No. 20091218 and as follows. 

Applicant argues that the 'journal articles provide data which demonstrates a 
supra-additive effect against certain cancer cells when patupilone (a.k.a. epothilone B, 
the compound of formula (I) specified in claim 3) and ionizing radiation are combined. 
This data supports the patentability of the presently claimed invention by demonstrating 
an unexpected benefit from combining patupilone and radiation therapies in the 
treatment of cancer" and asserts that "Bollag at page 871 is clear that the value of 
epothilones and discodermolide in combination with agents such as radiation should be 
explored. However, the references would not lead the skilled artisan to reasonably 
expect success other than by stating a hypothesis that needs to be tested by 
experimentation. Therefore, the present claims are patentable over the combined 
disclosure of the references". 

In response contrary to Applicant's assertion Applicant's arguments are found not 
persuasive because for example in the articles "B. Hofstetter et al, Clinical Cancer 
Research, Vol. 11, 1588-1596 (2005)" and "Bley et al, Clinical cancer Research, Vol. 
15(4), 1335-1342 (2009)" the additive result achieved were only observed with specific 
dosage concentrations, and alternatively the claims are very broad with no recited 
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dosage amounts (see pages 1590-91 Fig's 1 and 2 of the result section of the Hofstetter 
and page 1338 of Bley). 

Applicant should note that in Ex parte Gelles 22 USPQ 2d 1318 (at 1319): held 
that "[t]he evidence relied upon also should be reasonably commensurate in scope with 
the subject matter claimed and illustrate the claimed subject matter "as a class" relative 
to the prior art subject matter." Also in order to show unexpected result's three major 
points that should be considered: the unexpected result must truly be unexpected, it 
must be commensurate in scope (show a trend representing the scope), and lastly a 
direct comparison with the closest prior art of record should be provided. 

After careful consideration Applicant's argument is found not persuasive for the 
reasons given. 

In Summary: 

Danishefsky et al. teach using pharmaceutical compositions of epothilones A and 



wherein the solid tumor is breast cancer (as required by instant claims 1-3, 5 and 11; 
see abstract and col. 28 line 49-56). Reasonably treatment of breast cancer in a subject 
meets the limitation of treating a warm-blooded animal (as required by instant claim 4). 

However Danishefsky et al. fail to teach the combination of epothilone b in 
combination with ionizing radiation. 



B(i.e., 




for the treatment of solid tumor in a subject, 
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Bollag teaches numerous solid tumors may be treated with the compounds of 



the similarity with a class of compounds (taxanes), epothilones possess similar or 
greater potencies than taxanes and should be further studied in combination with 
ionizing radiation. 

Choy teaches a class of drug known as taxanes (which are similar in chemical 
structure to that claimed) combined with ionizing radiation therapy in the treatment of 
solid cancers. 

It would have been obvious to one of ordinary skill in the art to expand the method 
of Danishefsky et al. to include the methods of Bollag and Choy because both Bollag 
and Choy teach or suggest the inclusion of ionizing radiation in the methods for treating 
solid tumors. 

The instant situation is amenable to the type of analysis set forth in In re Kerkhoven . 
205 USPQ 1069 (CCPA 1980) wherein the court held that it is prima facie obvious to 
combine two compositions each of which is taught by the prior art to be useful for the 
same purpose in order form a third composition that is to be used for the very same 
purpose since the idea of combining them flows logically from their having been 
individually taught in the prior art. Applying the same logic to the instant method of 
treatment, given the teaching of the prior art methods of using Danishefsky et al. and 




epothilones (i.e., 



) and further teaches that because of 
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Bollag and Choy individually for treating solid tumors, it would have been obvious to use 
both compounds for the treatment of solid tumors because the idea of doing so would 
have logically followed from their having been individually taught in the prior art to be 
useful as therapeutic agents. 

6. No claim is allowed. 

7. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 

policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHIRLEY V. GEMBEH whose telephone number is 
(571)272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, MICHAEL HARTLEY can be reached on 571-272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



IS. V. Q.I 

Examiner, Art Unit 1618 
4/16/10 



/Robert C. Hayes/ 

Primary Examiner, Art Unit 1649 



